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PATRICK T. MCHENRY, NORTH CAROLINA
VIRGINIA FO)O(, NOBTH CABOLINA
BRIAN P. BILBRAY, CALIFORN¡A
BILL SALI, IDAHO

April 18,2007

The Honorable Mark R. Dybul
U.S. Global AIDS Coordinator
U.S. Department of State
2201C StreetNW
Washington, DC 20522

Dear Mr. Ambassador:

I am writing to request detailed information about drug purchasing within the President's
Emergency Plan for AIDS Relief (PEPFAR).

The United States has made an enonnous contribution to global health through its support
of HIV treatment. According to your recently-released annual report, PEPFAR has supported
antiretroviral treatment for nearly one million people worldwide, with 822,000 in the 15

PEPFAR "focus countries." The U.S. has provided both "upstream" support, such as training and
laboratory systems, and "downstream" support of clinics. I thank and commend you, your staff,
your colleagues in other U.S. agencies, and your intemational partners for this accomplishment.

Downstream support includes the purchase of drugs, and in your most recent annual
report, your office notes its commitment to purchasing "the lowest-cost ARVs [anti-retrovirals]
from any soì.lrce, regardless of origin - whether they are innovator, generic, or copy drugs, as

long as those medications have been proven safe, effective, and of high quality, and their
purchase is consistent with international law."l Further, you note that the purchase of generics
"has made Emergency PIan resources go farther, giving thousands of additional people access to
prevention, treatment, and care."" I agree that PEPFAR should take advantage of high-quality,
affordable generics as a way to maximize patient access.

' Office of the U.S. Global AIDS Coordinator, The Power of Partnerships: The
President's Emergency Planþr AIDS Relief Third Annual Report to Congress,69 (March 2007)
(online at http :i/www. pepfar. gov/pres s/c2 1 604. htm).

2 Id. at70.
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However, your report also notes that in fiscalyear 2006, only 27%o of PEPFAR frinds for
antiretroviral drugs went to the purchase of generics.' I am concerned that this figure may mean
the program is not taking fuIl advantage of the savings that generic drugs provide. In addition,
the report does not provide detailed information on the prices that PEPFAR is paying for
innovator drugs, nor on purchases of drugs to treat opportunistic infections.

These questions are particularly pressing in light of the higher cost of second-line HIV
treatment. An estimated 5-10% of patients on first-line ARV regimens develop resistance in a
given year and need to switch to second-line treatment.a Second-line drugs are less likely to be
available as generics and are much more expensive: in 2005 the average weighted price paid by
low income countries for second-line regimens was $1,700 per patient per year, compared to
$144 for first-line regimens.s As your annual report notes, currently fewer than l0%o of PEPFAR
patients require second-line drugs.o However, this percent is likely to grow over time, and at any
level, the higher costs of second-line medications should be of concern to the program.

In addition, it is important to know the extent to which FDA-approved drugs are actually
available in different countries. Specifically, it is unclear whether patent or registration issues
are affecting purchasing decisions within PEPFAR.

Understanding recent drug purchasing patterns is essential to maximizing the use of
affordable generics in the future. I am therefore writing to request the following detailed
information about drug purchasing under PEPFAR.

1. ARV Purchases

Please provide a list, sorted by medication, of all ARV purchases made with PEPFAR
funding for FY2006 and for the first two quarters of FY2007, with the following information
about each medication:

o Medication name
. Supplier
o Date of purchase
. Recipient country
o Procuring agent, if applicable
o If purchased from innovator, whether FDA-approved generic/copy exists and, if yes,

name and supplier, and whether it was available for purchase by the country in question
at the time of purchase

'Id.
a Médecins Sans Frontières, (Jntangling the Web of PriceReductions g'h Edition (revised),

6 (July 2006) (online at http://www.accessmed-msf.org/documents/untanglingtheweb%209.pdf).
s Id. at 6.

6 Tht Po*tr of Partnerships, supra note l, at 56.
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o Dosage
o Unit
o Quantity
o Unit price paid (please indicate if price does not include freight, insurance, or other fees)
o Total amount paid
o Equivalent price per patient per year

2. Drugs for Opportunistic Infections

For each purchase of medication for the prophylaxis or treatment of opportunistic
infections made with PEPFAR funding, please provide the same information as requested in
Question 1.

3. Patents and Registration:

For each medication listed under questions I and2, please provide:

o Patent status in all countries receiving PEPFAR funding
o If applicable, whether the drug was manufactured under a voluntary or compulsory

license
o Registration status in all countries receiving PEPFAR funding

4. Second-Line Medicines

Please provide:

o A list of regimens supported by PEPFAR as first-line treatment
o A list of regimens supported by PEPFAR as second-line treatment
o For patients receiving drugs purchased with PEPFAR funding, the most recent number

and percentage on second-line treatment, by country
o The percentage of ARV purchase funding allocated to second-line ARVs in fiscal year

2006 and fiscal year 2007 to date, by country
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I request a response by Monday, April 30r2007. If you have any questions, please
contact Naomi Seiler at202-225-5056. I appreciate your time and look forward to working
together to maximize PEPFAR's already profound impact on HIV worldwide.

Sincerely.

H-,a Q. L)"í
Henry A. Waxman
Chairman

Enclosure

cc: Tom Davis
Ranking Minority Member












